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FOREWORD This Indian Standard ( First Revision ) was adopted by the Bureau of Indian Standards, after the draft finalized by the Surgical Dressings Sectional Committee had been approved by the Medical Equipment and Hospital Planning Division Council. This standard was first published in 1984. The first revision of this standard has been taken up to align it with British Pharmacopoeia in respect of the requirement of X-ray -opacity which was not specified in the earlier version. X-ray detectable gauze swabs and laparotomy sponges are widely used items in operation theatres The presence of X-ray detectable member enables them to be located in case of of hospitals. their being left inside the body accidentally. For the purpose of deciding whether a particular requirement of this standard is complied with, the final value, observed or calculated, expressing the result of a test or analysis, shall be rounded off in accordance with IS 2 : 1960 `Rules for rounding off numerical values ( revised )`. The number of significant places retained in the rounded off value should be the same as that of the specified value in this standard.
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Standard

X-RAY DETECTABLE GAUZE SWABS AND LAPAROTOMY SPONGES- SPECIFICATION (Fimt Rtwision )
1 SC@PE 1.1 This standard covers requirements pertaining to material, construction and -performance of X-ray detectable gauze swabs and laparotomy sponges. 2 REFERENCES 2.1 The following Indian `Standards sary adjuncts $0 this standard: IS No. 1963 : 1981
Ti:irle Product No. of Plies Width cm Length

Gauze swab 3, .*, Laparotomy sponge

12 12 12 6

7.5 f 7.5 f 10.0 f 30-O *

0.5 0.5 0.5 1.0

cm 7.5 f 0.5 IO.0 f 0.5 IO.0 + `0.5 30.0 * 1.0 AND

are rreces-

5 M"AN.I_JF ACT1 lRE, WORKMANSIP FINISH

Methods for derernrination of threads per iunit length in w,oven fabrics (..second revision ) Methods far &etermina%ian of weight per square metre and weight per ,lmear metre of fabrics (Jir.st revision ) for sterilization Guide medical products of

1964 : 1970

5.1 The gauze swabs shall be made by folding the absorbent gauze to the required size in such a way that the free edges do no%:protrcude from the sides. The X-ray detectable member shall be suitably fixed `to the internal folds of the gauze in a longitudinal direction. The maximum off-fold or the misalignment for an individual swab shall not be more than 0.5 cm. It shall be clean and Free ,from physical damage. 5.2 In case .of laparotomy sponges, the swabs shall be made by folding the absorbent gauze to the required size and then stitching on all four sides with loose ends folded inwards. The X-ray detectable member shall be suitably placed atrthe centre of the fold at one corner and stitched from all the sides. A suitable braided cotton ta,pe may be attached at one end df the laparotomy sponge ( the recommended width and length of braided cotton tape is 10 mm and 300 mm, respectively ). The #maximum off-fold or misalignment of the fold shall not be more than IO mm. The swab which shall be clean and free from physical damage, shall also be stitched with two cross stitches at the centre of the swab, parallel to the sides. 5.3 The X-ray detectable member shall be properly anchored to the gauze. It shall show no sign of damage or brittleness. 5.4 The length of the X-ray detectable member shall be according to the size of the swab. It shall be along the entire length of the swab. The thickness of the X-ray detectable member shall not be less than 0.5 mm. 5.5 The absorbent gauze used in gauze swabs and laparotomy sponges shall conform to the requirements given in Table 1. 1

10150 : 1981 3 MATERIAL

3.1 X-ray detectable gauze swabs .and laparotomy sp0nge.s shall consist .of folded absorbent gauze, to which is attached a non-toxic and distinctively coloured monofilament or multiThe filament X-ray d&actable member. absorbent gauze shall consist of cotton cloth of plain or leno `weaves, bleached to white, clean and reasonably free from weaving defects, cotton leaf and shell. The gauze shall be almost odourless. -The X-ray detectable member shall be distinctively coloured and reasonably free from loose fibres and particles; when attached, it shall not impair the softness or flexibility of the gauze.
NOTE - The X-ray detectable membx consists of not less than 55 percent of barium sulphate or a quantity of any other suitable material giving a comparable X-ray opaciiy.

4 DIMENSIONS 4.1 The number of plies ( folds ), width and length shall be as agreed to between the The recommended purchaser and the supplier. number of plies and dimensions are as follows:

IS 10829 : 1993 Table 1 SI No.
(1) i) Property (2) Threads perstated length: a) Ends per dm b) Picks per dm Weight per unit area Absorbency Water soluble Foreign matter substances

Requiremeslts of Absorbent
Requirement (3) 104, Min so, Min 20 g/mP, Min 10 seconds, Max 0.5 percent, 1 percent, Max Max

Gauze
Method of Test (4) IS 1963 : 1981

ii) iii) iv) ") vi)

Flourescence

Not more than a few points of flourescence

IS 1964 : 1970 Pharmacopoeia of India (Ed. 1985) (p A-113) Pharmacopoeia of India ( Ed. 1985 ) ( p 138 ) British Pharmaceutics! Codex ( 1973 ) ( p 914 ) Examination under ultraviolet light

6 OPACITY 6.1 The gauge swabs and laparotomy sponges shall satisfy the test for X-ray opacity in accordance with the method specified in British Pharmacopoeia, Ed. 1988, Vol II, Appendix XXR, ( pA 228 ). 7 STERILIZATION 7.1 If the product is to be supplied in sterilized condition, it may be sterilized by any suitable method of sterilization in accordance with IS 10150 : 1981. 7.1.1 The swabs and withthe test (p 917 ) in 1973. sterilized X-ray detectable gauze laparotomy sponges shall comply for sterility described in Apendix 2% of British Pharmaceutical Codex,

b).Name X-ray

of the dye used for detectable member;

colouring

of

c) Overall dimensions and number of plies of the absorbent gauze (folded ) and quantity; d) Batch/lot number and date of manufacture; e) Indication of the source of manufacture; f) The country of manufacture; and g) If sterilized, it shall be descri!)ed as `STERILIZED Sterility guaranteed unless the pack is opened or damaged'. 9 PACKING 9.1 The X-ray detectable gauze swabs and laparotomy sponges shall be packed in either well-closed packages or sealed pa-ckages according to the requirements of the user. The wax paper shall not be used for any wrapping as it affects the absorbency of the gauze. 9.1.1 If the material is sterilized, it shall be enclosed in a sealed package which is adequate to maintain the sterility of the material up to the time of opening the package.

8 MARKING 8.1 The package information:

shall be marked

with following

a) Generic name ( and brand name, if any ) of the product. The generic name shall be markeci more conspicuously than the brand nam:;

( Standard Mark

The use of the Standard Mark IS governed by the prowions of the Bureau of lm$iat~ made thereunder. The Standard Mark on products covered by an Indian Standard conveys the assurance that they have been produced to comply with the requirements of that standard under a well defined system of inspection, testing and quality control which is devised and supervised by BIS and operated by the producer. Standard marked products are also continuously checked by Details of conditions under BlS for conformity to that standard as a further safeguard. which a licence for the use of the Standard Mark may be granted to manufacturera or producers may Abeobtained from the Bureau of lndian Standards.
Stmdards Act, 1986 and the Rules and Regulations

Bunro

of Indian Standards Standards act, 1986 to marking and quality

BIS is a statutory institution established under the Bureau of Indian of standardization, promote harmonious development of the activities certification of goods and attending to connected matters in the country. Copyright

No part of these publications may be reproduced BIS has the copyright of all its publications. This does not preclude the free use, in any~form without the prior permission in writing of BIS. in the course of implementing the standard, of necessary details, such as symbols and sizes, type be addressed to the Director or grade designations. Enquiries relating to copyright ( Publications ), BIS Revision of Indian Standards

Amendments are issued to standards as the need arises on the basis of comments. Standards are aiso reviewed periodically; a standard along with amendments is reaffirmed when such review indicates that no changes are needed; if the review indicates that changes are needed, it is taken up for revision. Users of Indian Standards should ascertain that' they are in possession of the latest amendments or edition by referring to the latest issue of `BIS Handbook' and `Standards Monthly Additions'. Comments on this Indian Standard may be sent to BIS giving the following reference: Dot : No. MHD 15 ( 2280 1 Amendments

Issued Siuce Publication Date of Issue Text Affected

Amend No.
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